
APPLICATION NO. 
09/445,174 



FILING DATE 
04/24/2000 



23869 7590 01/13/2003 

HOFFMANN & BARON, LLP 
6900 JERICHO TURNPIKE 
SYOSSET,NY 11791 



FIRST NAM ED INVENTOR 
GARRIT-JAN BOUDEWIJN VAN OMMEN 



UNITED STATES DEPARTMENT OF COMMERCf" 
y^.***^ ^Jf***- »"<1 Trademark Om^i 

Addr«a: COMXnsSIONER OF PATENTS AND TRADEMARKS 

Washingtoo, D C. 20231 >~*ui^ARKS 

www.utpto.gov 

I ATTORNEY DOCKET NO. 
294-78 



CONFIRMATION NO. 
9590 



EXAMINER 



FREDMAN, JEFFREY NORMAN 



ART UNIT 



PAPER NUMBER 



1637 

DATE MAILED: 01/13/2003 



Please find below and/or attached an Office 



communication concerning this application or proceeding. 



PTO-90C (Rev. 07-01) 



Office Action Summary 



Period for Reply 



The MAILING DAI tot thts communication 



Application No. 

09/445,174 
Examiner 



Jeffrey Fredman 



Applicant(s) 

VAN OMMEN ETAL 



Art Unit 

1637 



appears on the cover sheet with the correspondence addre^ 



statu? adjustment. See 37 CFR 1 .704(b). ^ "^'^ communK:ation, even if timely filed, may reduce Iny 

DIEI Responsive to communication(s) filed on 09 December pnno 

2a)l3 This action is FINAL 5h\n xhic „ *• 

2D)LJ This actionis non-final 

4) 13 Claim(s) iS^lSa^zcLSS:!! is/are pending in the appli^ 
4a) Of the above ciaim(s) is/are withdrawn from consideration 

5) 1^ Claim(s) 63-71 is/are allowed. 

6) KI Claim(s) 15-18 and Sd-fn jg/are rejected. 

7) ISI Claim(s) 62 is/are objected to. 

AppnS i„?,^pi ~ " '° 

9)n The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/am oxn r-i 

y w ,s/are. a)a accepted or b)D objected to by the Examiner 

Applicant may not request that any objection to the drawing(s) be held in abeyance See 37 CFR 1 85.a) 
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DETAILED ACTION 
Claim Rejections - 35 USC §112- First paragraph 

y The reiecion of claims ,5-55 under 35 U.S.C. 112, first paragraph, iswimdrawn 
in view Of U,e limi.alion of the claims ,o deletions which comprise the entirety of exon 13 
or exon 22. The amendment to remove the phrase "a major par. of limits the claims to 
deletions which comprise -exon ,3- or "exon 22" and since the claims no longer include 
subsegments of these exons, the claims are in compliance with the written description 



requirement. 



Claim Rejections - 35 USC § 112 

2. The rejection of claims 15-55 under 35 U.S.C. 112, second paragraph, is 
withdrawn in view of the amendment. 

Ciaim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action; 

A person shall be entitled to a patent unless - 

4. Claims 15-18 and 56-61 are rejected under 35 U.S.C. 102(b) as being 

anticipated by Miki et al (Science (1994) 266:66-71). 

Miki teaches PCR primers to amplify every exon of BRCA1 including exons 13 
and 22 (page 71 , footnote 26 states that primers for every exon are available publicly 
upon request). These primers would inherently function in a diagnostic test to detect 
deletions, and in particular large deletions, of exons 13 and 22 because the resultant 
PCR products would differ in size from the PCR products of controls without deletions. 



Claimed invention from the prior art." It is clear that a structural difference must exist 
between the claimed invention and the prior art to overcome the rejection and not 
simply a difference in the intended use. As MPEP 21 1 1 .02 also notes "a preamble is 
generally not accorded any patentable weight where it merely recites the purpose of a 
process or the intended use of a structure, and where the body of the claim does not 
depend on the preamble for completeness but. instead, the process steps or structural 
limitations are able to stand alone." Here, there is no structural difference between the 
primers claimed by Applicant and those of Miki and consequently, the only distinction is 
the intended use, not the product. 

Conclusion 

9. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 . 1 36(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jeffrey Fredman whose telephone number is 703-308- 
6568. The examiner can normally be reached on 6:30-4:00. 



If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on 703-308-1 1 1 9. The fax phone numbers 
for the organization where this application or proceeding is assigned are 703-305-3014 
for regular communications and 703-305-3014 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703-308- 




Jeffrey Fredman 
Primary Examiner 
Art Unit 1637 



January 7, 2003 



Further. Miki teaches the resultant PGR products (page 71 . footnote 26) which PGR 
products would inherently function as hybridization probes for detection of exons 1 3 and 
22 which PGR products would comprise a sequence complementary to both sides of the 
deletion. Miki teaches the elements necessao. for southern and northern blotting (page 
69, figures 3 and 4). The primers of Miki necessarily include nested sets of primer 
pairs since primers for exon 13 for example, would be nested within the 5' phmer of 
exon 12 and the 3' primer of exon 14. Miki teaches radioactive labeling of the probes 
(see page 69, figure 5). 

Allowable Subject Matter 

5. : Glaim 62 is objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. 

6. Glaims 63-71 are allowed. 



7. The following is a statement of reasons for the indication of allowable subject 
matter; Glaim 62 is drawn to a specific labeled probe where the probe comprises a 
fusion between ALU-elements in the BRGA1 gene. There is no teaching or suggestion 
in the Miki reference or the other cited prior art that such a probe exists. This probe is 
structurally different from the full length BRGA1 gene or it's cDNA because it requires 
the ALU elements to fuse. With regard to method claims 63-71 , these claims are drawn 
to detection of BRGA1 deletions of the entire exon 1 3 or the entire exon 22. While there 
is prior art teaching detection of BRGA1 deletions, the prior art does not teach or 
suggest the deletion of the entire exon within the BRGA1 gene in the genome. 



Consequently, the claimed invention drawn to methods of detection of ,t,ese two novel 
deletions are novel and unobvious. 

Response to Arguments 
8. Applicanrs arguments filed December 9, 2002 have been fully considered but 
they are not persuasive. 

Applicant argues that the Miki reference sequences may not be available to all 
This statement represents an argument by the anorney which is dire^ly opposed to the 
statement of the reference. MPEP 716.01 (c) makes clear that 

Here, the statements regarding inoperability of the prior art must be demonstrated, no, 

Simply argued. 

Further, under 35 U.S.C. 102(b), public use in the United States is all that is 
necessary to invoke the statute. Miki's use of the primers in Utah, coupled with the 
express statement that the sequence information is publidy available, clearly 
demonstrates a public use. 

Applicant then argues the intended use of the primers differentiates the claim 
from the Miki reference. As MPEP 21 1 1 ,02 notes -intended use recitations and other 
types Of functional language cannot be entirely disregarded. However, in apparatus 
article, and composition claims, intended use must result in a structure, difference 
between the claimed invention and the pnor art in order to patentably distinguish the 



